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CONCLUSION ON PESTICIDE PEER REVIEW 
Conclusion on the peer review of the pesticide risk assessment of 
confirmatory data submitted for the active substance flurochloridone
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ABSTRACT 
The conclusions of the European Food Safety Authority (EFSA) following the peer review of the initial risk 
assessment carried out by the competent authority of the rapporteur Member State Spain, for the pesticide active 
substance flurochloridone are reported. The context of the peer review was that requested by the European 
Commission following the submission and evaluation of confirmatory data. The conclusions were reached on the 
basis of the evaluation of the representative uses as outdoor foliar spraying against broad-leafed and grass weeds 
in sunflower and potato. A concern is identified.   
© European Food Safety Authority, 2013 
KEY WORDS 
flurochloridone, peer review, risk assessment, pesticide, herbicide 
                                                       
1 On request from the European Commission, Question No EFSA-Q-2012-01006, approved on 20 February 2013. 
2   Correspondence: pesticides.peerreview@efsa.europa.eu Peer Review of the pesticide risk assessment of confirmatory data submitted for the active 
substance flurochloridone 
 
EFSA Journal 2013;11(3):3116    2 
SUMMARY 
Flurochloridone was included in Annex I to Directive 91/414/EEC on 1 June 2011 by Commission 
Directive 2011/34/EU, and has been deemed to be approved under Regulation (EC) No 1107/2009, in 
accordance  with  Commission  Implementing  Regulation  (EU)  No  540/2011,  as  amended  by 
Commission Implementing Regulation (EU) No 541/2011.  It was a specific provision of the approval 
that the notifier was required to submit to the European Commission further studies on the relevance 
of impurities other than toluene and on  the compliance of ecotoxicological test material with the 
technical specifications by 1 December 2011. 
In accordance with the specific provision, the notifier, Agan Chemical Manufacturers Ltd, submitted 
an updated dossier, which was evaluated by the designated RMS, Spain, in the form of an Addendum 
to the Draft Assessment Report.  In compliance with Guidance Document SANCO 5634/2009 rev.3, 
the RMS distributed the Addendum to Member States and the EFSA for comments on 10 May 2012.  
The RMS collated all comments in the format of a Reporting Table, which was submitted to the 
European Commission in September 2012. 
Following  consideration  of  the  comments  received,  the  Commission  requested  EFSA  to  provide 
scientific and technical assistance and to deliver its conclusions on those issues where different views 
had been expressed in the commenting (i.e. in relation to the confirmatory data submitted with regard 
to  the  compliance  of  the  test  material  used  in  the  ecotoxicology  studies  with  the  technical 
specification).   
It was concluded that it had not been demonstrated that the batches used in the ecotoxicity studies 
were in compliance with the technical specification.  
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BACKGROUND 
Flurochloridone was included in Annex I to Directive 91/414/EEC on 1 June 2011 by Commission 
Directive 2011/34/EU
3, and has been deemed to be approved  under Regulation (EC) No 1107/2009
4, 
in accordance with Commission Implementing Regulation (EU) No 540/2011
5, as amended by 
Commission Implementing Regulation (EU) No 541/2011
6.  EFSA previously finalised a Conclusion 
on this active substance on 14 October 2010 in the EFSA Conclusion on Pesticide Peer Review, EFSA 
Journal 2010;8(12):1869 (EFSA, 2010). 
It was a specific provision of the approval that the notifier was required to submit to the  European 
Commission further studies on the relevance of impurities other than toluene and on the compliance of 
ecotoxicological test material with the technical specifications by 1 December 2011. 
In accordance with the specific provision, the notifier,  Agan Chemical Manufacturers Ltd, submitted 
an updated dossier, which was evaluated by the designated rapporteur Member State (RMS), Spain, in 
the form of an Addendum to the  Draft Assessment Report ( Spain, 2012).  In compliance with 
Guidance Document SANCO 5634/2009 rev.3 (European Commission, 2009), the RMS distributed 
the Addendum to Member States and the EFSA for comments on 10 May 2012.  The RMS collated all 
comments in the format of a Reporting Table, which was submitted to the  European Commission in 
September 2012. 
Following consideration of the comments received,  the Commission requested EFSA to provide 
scientific and technical assistance and to deliver its conclusions on those issues where different views 
had been expressed in the commenting (i.e. in relation to the confirmatory data submitted with regard 
to  the  compli ance  of  the  test  material  used  in  the  ecotoxicology  studies  with  the  technical 
specification).  
A final consultation on the conclusions arising from the peer review took place with Member States 
via a written procedure in February 2013. 
The conclusions laid down in this report were reached on the basis of the peer review of the RMS’s 
evaluation of the confirmatory data submitted.  A key supporting document to this conclusion is the 
Peer Review Report, which is a compilation of the documentation developed to evaluate and address 
all issues raised in the peer review, from the compilation of comments in the Reporting Table to the 
conclusion.  The Peer Review Report (EFSA, 2013) comprises the following documents: 
•  the Reporting Table,  
•  the comments received on the draft EFSA conclusion. 
Given the importance of the Addendum to the DAR and the Peer Review Report, these documents are 
considered respectively as background documents A and B to this conclusion. 
                                                       
3 Commission Directive 2011/34/EU of 8 March 2011 amending Council Directive 91/414/EEC to include flurochloridone as 
active substance and amending Commission Decision 2008/934/EC. OJ No L 62, 9.3.2011, p. 27-30. 
4 Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing 
of plant protection products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC. OJ No L 309, 
24.11.2009, p. 1-50. 
5 Commission Implementing Regulation (EU) No 540/2011 of 25 May 2011 implementing Regulation (EC) No 1107/2009 of 
the European Parliament and of the Council as regards the list of approved active substances. OJ L 153, 11.6.2011, p.1-186. 
6 Commission Implementing Regulation (EU) No 541/2011 of 1 June 2011 amending Implementing Regulation (EU) No 
540/2011 implementing Regulation (EC) No 1107/2009 of the European Parliament and of the Council as regards the list of 
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THE ACTIVE SUBSTANCE AND THE FORMULATED PRODUCT 
Flurochloridone is the ISO common name for (3RS,4RS;3RS,4SR)-3-chloro-4-chloromethyl-1-(α,α,α-
trifluoro-m-tolyl)-2-pyrrolidone (IUPAC) where the ratio of  (1RS,2RS)(trans)- and (1RS,2SR)(cis)-
isomers is 3:1. However, the compounds evaluated in the DAR (Spain, 2007), the additional report 
(Spain, 2009) and the Addendum (Spain, 2012), were not exactly in a 3:1 ratio. Therefore the name 
flurochloridone cannot currently be used to name the substance under consideration. In this conclusion 
the company code FLC will be used to identify this substance. 
The  representative  formulated  product  for  the  evaluation  was  ‘Racer’  a  capsule  suspension  (CS) 
containing 250 g/l FLC. 
The representative uses evaluated comprise outdoor foliar spraying against broad-leafed and grass 
weeds in sunflower and potato. Full details of the GAP can be found in Appendix A. 
CONCLUSIONS OF THE EVALUATION 
Information was presented in the confirmatory data Addendum (Spain, 2012) to address whether the 
test  material  used  in  the  ecotoxicity  studies  for  FLC  was  in  compliance  with  the  technical 
specification. 
Batch D-08: No detailed information on the composition of the technical material ‘Batch D-08’ was 
available, and therefore it was not possible to compare ‘Batch D-08’ to that of the agreed technical 
specification.  
Batch 7253-12-1: Details of the composition of ‘Batch 7253-12-1’ were available. However, ‘Batch 
7253-12-1’ did not contain all of the impurities which are in the agreed specification. Therefore, it was 
considered that it was not in compliance with the technical specification. 
Batches D-129-100 and D-178: Details of the composition of batches ‘D-129-100’ and ‘D-178’ were 
available and demonstrated that these were compliant with the technical specification. Batch ‘D-129-
100’ was used in the avian reproduction study (Frey et al. (2002), Report number 900004906 in Spain, 
2009). Batch ‘D-178’ was used in the acute toxicity study with the Lepomis macrochirus (Bätscher 
(2007),  Report  number  90009483  in  Spain,  2009),  the  acute  toxicity  study  with  Daphnia  magna 
(Bätscher (2007), Report number 90009482 in Spain, 2009) and also a higher-tier pulsed study with 
Scenedesmus  subspicatus  (Memmert  (2006),  Report  number  90009455  in  Spain,  2009).    All  of  the 
studies were fundamental in the risk assessment for FLC. Although, it should be noted that it was 
previously concluded (EFSA, 2010) that further information was required to support the use of higher-
tier study with Scenedesmus subspicatus in relation to the representativeness of the exposure during the 
study. 
Batches M-1124-C and 1-SC-0325: No information was available to address whether these batches 
were in compliance with the technical specification. 
Batches S-2385-2, WRC-13807-50, AH0538, AH0055, 02784-2 and SA-2115-UK: No information 
was available to compare these test batches with the technical specification. Instead, it was proposed 
that the studies performed with these batches did not affect the overall outcome of the ecotoxicological 
risk assessment. However, the argumentation presented did not demonstrate that the test material was 
in compliance with the technical specification. 
Overall, it was considered that it had not been demonstrated that the batches used in the ecotoxicity 
studies were in compliance with the technical specification.  Peer Review of the pesticide risk assessment of confirmatory data submitted for the active 
substance flurochloridone 
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Concerns 
1.  Issues that could not be finalised 
An  issue  is  listed  as  an  issue  that  could  not  be  finalised  where  there  is  not  enough  information 
available to perform an assessment, even at the lowest tier level, for the representative uses in line 
with the Uniform Principles of Annex VI to Directive 91/414/EEC and where the issue is of such 
importance that it could, when finalised, become a concern (which would also be listed as a critical 
area of concern if it is of relevance to all representative uses). 
  none 
2.  Critical areas of concern 
An issue is listed as a critical area of concern where there is enough information available to perform 
an assessment for the representative uses in line with the Uniform Principles of Annex VI to Directive 
91/414/EEC,  and  where  this  assessment  does  not  permit  to  conclude  that  for  at  least  one  of  the 
representative uses it may be expected that a plant protection product containing the active substance 
will not have any harmful effect on human or animal health or on groundwater or any unacceptable 
influence on the environment.   
An issue is also listed as a critical area of concern where the assessment at a higher tier level could not 
be finalised due to a lack of information, and where the assessment performed at the lower tier level 
does not permit to conclude that for at least one of the representative uses it may be expected that a 
plant protection product containing the active substance will not have any harmful effect on human or 
animal health or on groundwater or any unacceptable influence on the environment. 
1.  It has not been demonstrated that the test material used in the ecotoxicity studies is representative 
of the technical specification. 
 Peer Review of the pesticide risk assessment of confirmatory data submitted for the active 
substance flurochloridone 
 
EFSA Journal 2013;11(3):3116    7 
REFERENCES 
EFSA (European Food Safety Authority), 2010.  Conclusion on the peer review of the pesticide risk 
assessment of the active substance flurochloridone.  EFSA Journal 2010;8(12):1869, issued on 14 
October 2010. 
EFSA (European Food Safety Authority), 2013. Peer Review Report to the conclusion regarding the 
peer review of the pesticide risk assessment of confirmatory data submitted for the active substance 
flurochloridone. 
European Commission, 2009.  Guidance document on the procedures for submission and assessment 
of confirmatory data following inclusion of an active substance in Annex I of Council Directive 
91/414/EEC.  SANCO 5634/2009 rev.3. 
Spain, 2007. Draft Assessment Report (DAR) on the active substance flurochloridone prepared by the 
rapporteur Member State Spain in the framework of Directive 91/414/EEC. 
Spain,  2009.  Additional  Report  to  the  Draft  Assessment  Report  on  the  active  substance 
flurochloridone, prepared by the rapporteur Member State Spain in the framework of Commission 
Regulation (EC) No 33/2008, November 2009 
Spain, 2012. Addendum to the Draft Assessment Report, confirmatory data, May 2012. 
 Peer Review of the pesticide risk assessment of confirmatory data submitted for the active 
substance flurochloridone 
 
EFSA Journal 2013;11(3):3116    8 
APPENDICES 
LIST OF END POINTS FOR THE ACTIVE SUBSTANCE AND THE REPRESENTATIVE FORMULATION 
Summary of representative uses evaluated FLC 
Crop 
and/or 
situation 
 
(a) 
Membe
r 
State 
or 
Countr
y 
Product 
name 
F 
G 
or 
I 
(b) 
Pests or 
Group of 
pests 
controlled 
(c) 
Formulation  Application  Application rate per treatment  PHI 
(days) 
 
(l) 
Remarks 
 
 
(m) 
Type 
 
(d-f) 
Conc. 
of as. 
(i) 
method kind 
 
(f-h) 
growth 
stage & 
season 
(j) 
number  
max 
(k) 
interval 
between 
applications 
 
g as./hL 
 
min    max 
water 
L/ha 
min    max 
kg as./ha 
 
min    max 
Sunflower  N/S  Racer  F  broad-leafed 
weeds and 
grass weeds 
CS  250 
g/L 
spray 
application 
BBCH 
00 - 07 
1  n.a.  125 - 375  200 - 400  0.5 - 0.75  n.r. 
 
Potato  N/S  Racer  F  broad-leafed 
weeds and 
grass weeds 
CS  250 
g/L 
spray 
application 
BBCH 
00 - 05 
1  n.a.  93.8 - 375  200 - 400  0.375 - 0.75  n.r.   
(a)  For crops, the EU and Codex classifications (both) should be used: where relevant, the use situation should be described (e.g. fumigation of a structure) 
(b)  Outdoor or field use (F), glasshouse application (G) or indoor application (I) 
(c)  e.g. biting or suckling insects, soil born insects, foliar fungi, weeds 
(d)  e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) 
(e)  GCPF Codes – GIFAP Technical Monograph No. 2, 1989 
(f)  All abbreviations used must be explained 
(g)  Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench 
(h)  Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plant – type of equipment used must be indicated 
(i)  g/kg or g/l 
(j)  Growth stage at last treatment (BBCH monograph, Growth Stages of Plants, 1997, Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of application 
(k)  Indicate the minimum and maximum number of application possible under practical conditions of use 
(l)  PHI – minimum pre-harvest interval 
(m)  Remarks may include: Extent of use/economic importance/restrictions 
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ABBREVIATIONS 
CS  capsule suspension 
DAR  draft assessment report 
EC  European Commission 
EFSA  European Food Safety Authority 
EU  European Union 
GAP  good agricultural practice 
RMS  rapporteur Member State 
 